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DETAILED ACTION 

Claims 1 -5, 7-10, 25, 28 are pending and are considered on the 
merits. 

Claim Rejections - 35 USC§ 1 12 
INDEFINITE 

Claims 1 -5, 7-10, 25 and 28 are rejected under 35 U.S.C. 1 1 2, 
second paragraph, as being indefinite for failing to particularly point out 
and distinctly claim the subject matter which applicant regards as the 
invention. 

In claim 1, last sentence on page 2 of the amended claims recites 
"of said blood". No blood is present in the process of claim 1 , thus this 
recitation lacks a prior reference and cannot be "said blood". 

Claim 4 is directed to plasma as the blood component. However, 
newly amended claim 1 requires that the blood component be 
centrifuged and form a supernatant and blood component layer. Plasma 
cannot easily be resolved into supernatant and blood component layer. 

How do claims 9 and 1 0 now fit into the amended process of claim 
1 ? They do not appear to make sense in the scheme as now presented. 

Claim Rejections - 35 USC § 103 
Claims 1 -5, 7-1 0, 25 and 28 are rejected under 35 U.S.C. 1 03(a) as 
being unpatentable over US 6,544,727 [IDS] or US 5,908742 [A]. 

The claims are directed to a method for preparing a blood product 
for pathogen inactivation comprising: 

providing a container system with at least two containers, an interim 
container and a synthetic medium container, connected to each other, 
providing a source container with a blood component, 
connecting the source container to the interim container, 
transferring the blood component to the interim container, 
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centrifuging to obtain a concentrate of the blood component by removing 
the supernatant, 

combining the blood component with synthetic medium in the interim 
container. 

The method is drawn in one embodiment to concentrating a 
platelet rich plasma (PRP) composition to form a platelet concentrate (PC) 
by centrifugation and expressing the plasma from the sedimented 
platelets, then substituting a synthetic medium for at least some of the 
plasma that was associated with the platelets in the PRP composition in 
preparation for a pathogen inactivation process. This process is 
performed using a two bag set comprising an empty bag and a bag 
containing synthetic medium. 

US 6,544,727 and US 5,908,742 disclose forming a platelet 
concentrate (PC) from platelet rich plasma (PRP) composition by 
centrifugation to form a sedimented layer of platelets, removing some of 
the supernatant plasma, and adding a synthetic medium to the platelet 
concentrate in order to prepare the platelets for a pathogen inactivation 
method, See Figs 20A, 20B, 20C and Figs 9A, 9B, 9C respectively. Also, 
example 6 of '742. The process is performed in connected bag units. 

The difference between the claimed method and the method 
disclosed in '727 or '742 is the manner in which the platelet concentrate 
is formed. In these references the bag which contains the platelet 
concentrate (PC) is attached to the donor set where the PC has been 
produced from PRP, and the PC bag is then detached from the donor set 
and attached to the set which includes the synthetic medium. In this set, 
PC has synthetic medium added to it in the desired amount prior to a 
viral inactivation process. 

In contrast, the instant claims attach a platelet rich plasma (PRP) 
composition bag to a set which contains the synthetic medium and an 
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empty bag into which the PRP is transferred and centrifuged in order to 
produce the PC. 

Whether one of skill in the art wishes to produce the platelet 
concentrate in a bag that is attached to the synthetic medium bag or in a 
bag that is attached to the donor set is within the purview of one of skill 
in the art, since sterile docking of blood bags is well known in the art and 
the results of both the claimed method and the disclosed method is the 
same, namely replacement of some of the plasma in a PRP with synthetic 
medium prior to pathogen inactivation. This does not appear to rise to 
the level of a patentable invention. 

The substitution of red cells for platelets in the method of US 
6,544,727 or US 5,908742 would have been obvious because '727 states 
in the "Summary of Invention" that the application provides method of 
using. ..compounds to inactivate pathogens ...particularly in blood 
products in synthetic media. Blood products include red cells. Thus, the 
suggestion to apply the methods disclosed in the examples is found in 
the generic disclosure. 

Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Sandra Saucier 
whose telephone number is (571 ) 272-0922. The examiner can normally 
be reached on Monday, Tuesday, Wednesday. 

If attempts to reach the examiner by telephone are unsuccessful, 
the examiner's supervisor, M. Wityshyn can be reached on (571) 272- 
0926. The fax phone number for the organization where this application 
or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained 
from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either 
Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information 
about the PAIR system, see http://pair-direct.uspto.gov. Should you have 
questions on access to the Private PAIR system, coptaTt the^EJectronic 
Business Center (EBC) at 866-21 7-91 97 {\o\\-u£ffi y^^/ 
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Primary Examiner 
Art Unit 1651 



